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1. HAMUMEHOBAHME MEJUITHHCKOT' O U3AEJIASA
Konrelinep oqHOpa30BbIH MEAULMHCKHH NTOMMMEpHBIH HecTeprbHbIH o TV 22.22.14-015-54287340-2020
2. HABHAYEHUE MEJUTTUHCKOI'O U3EJIU 51
Konrelinep omHOpa3oBBIH MEIUIMHCKHA NOMMMEpHBI HECTepUNIBHBINA (Hjalee MO TEKCTY — KOHTEeHHep,
U3JleNe) TNpeJHa3Hau4eH M MCMONB30BaHMA B HenaX cOopa, COXpaHeHHs W/HIH TPAHCTIOPTUPOBKH
JMarHOCTHYECKHX 00pasIioB/mpol OHOMaTepHalioB (MOYM, Kajia, MOKDOTBI, CIH3H, TKAHH) A IPOBENEHMS
aHaIH3a W/HIH AHarHOCTHYECKUX HCCIeI0BaHHIL
KonTelHep ucnone3yeTcs Kak BCIOMOraTe/IbHOe CPEACTBO B JHArHOCTHKE in Vitro.
Homenyuanenvie nompebumenu. NAMEHTHl MEIHLIMHCKUX YUPEKACHHH H JIHI[A, UMEIOIIHE NPOodecCHOHATEHYIO
MEIMIIMHCKYIO MTOATOTOBKY (MEIMLUMHCKUE CECTPBI, Bpauy, denbaueps).
Konmeiinep evinyckaemca ¢ HecmepuibHOM UCROTHEHUU U NPEOHA3ZHAYEH 0714 00HOKDAMHO20 HPUMEHEHUA
HO HA3HAYEHUID.
3. OBJIACTh TPUMEHEHU S
KonTteiiHep npenHazHayeH A1 UCIIONL30BAHUSA B YCIOBHAX CTAMOHAPHEIX, aMOy/IaTOPHBIX, TIONEBEIX JIeueOHbIX,
Je4eOHO-NpohHIaKTHYECKHX, HAYYHO-HCCE0BATEIECKIX, MEHIIMHCKMX YUPEXKICHHH | Ha JOMY.
Hoxazanua x npumenenulo: cOOp, COXpaHEHWE W/HIM TPAHCIOPTHPOBKA AMArdHOCTHYECKHMX o0pasuos/ mpod
GuomarepHaoB (MOYH, Kaja, MOKDOTbI, CJIM3HM, TKaHM) /s NPOBENCHHA aHalM3a W/WIM JHarHOCTHYECKHX
HCCIIeIOBaHHMH.
Ilpomusonokasanus x npumenenuio. He NpUMEHATH HECTEpUIBHBIE KOHTGHHEpPBl IS AUArHOCTHYESCKUX
o0pasuos/mpo® OGuoMaTepHanoB, MNpeAHA3HAYEHHBIX I8 MHKPOOHONOTMYeCKMX M OaKTepHONIOrMYECKHX
HCCIIeNOBaHMH,

4. MEPBI ITPEJOCTOPOXHOCTHU
4.1 Pabora ¢ koHTeHHepoM He TpebyeT 0coOBIX Mep MPeNOCTOPOKHOCTH.
4.2 HE NOITYCKAETCS npuMeHATH KOHTEHHEp B Cliydae HapyIleHHs LENOCTHOCTH HHAMBUIAYATBHON HIH
I'PYIIIOBO# YIIAaKOBKY MIIH [OBPEXKICHUS CTHKEPA.
4.3 HE JIOITYCKAETCS npuMeHATs KOHTEHHEp MO HCTEUEHHH CPOKA FOTHOCTH, YKa3aHHOTO Ha YTIaKOBKE.
4.4 KonTeliHep He NMpeaHA3HAYCH I [IEHTPH(YTHPOBAHHS.

5. YKASAHWA 11O SKCILIVATAITAN U YTHJIN3ATTNA
5.1 Texnuueckoe oOCMyKHBaHHE KOHTEHHEPOB HE MPEIyCMOTPEHO, U3/eNHA HE PEMOHTONPHTOAHBI.
5.2 VYTumM3alus KOHTEHHEpOB MO/DKHA OCYINECTBISTHCS B COOTBETCTBHM IIpaBWiaMu cOopa, yuéra H
YTHIN3aIHH, YCTAHOBICHHBIMH YIIOMTHOMOYEHHBIM (efepaabHbIM OpranoM HCIOMHUTEILHOM BIAaCcTH, a TakKe
CanlluH 2.1.7.2790.
5.3 Mspgenust ¢ MCTEKIUMM CPOKOM TOAHOCTH YTHIM3MPYIOT KakK OTXOAbl Kjiacca A (2IHMAEMHONOrHYECKH
besomacusele 0TX06I) B cootBeTcTBHH ¢ CanlTuH 2.1.7.2790.
Hcnone30BaHHbBIE W3IEIUS HITH UX AETAIH YTHIN3HPYIOT KaK OTXO/b! Kiacca b (3nMaeMHonoruyecky onacHsle
oTxonbl) B coorBeTcTRHM ¢ CanlluH 2.1.7.2790.
5.4 VTunuzauyu JO/DKHA TOJBEPraThCs BCSA YIAKOBKA, B TOM YHCIIE M TPAHCIOPTHAS, 4Yepe3 CIeLHalibHbIE
OpraHM3alliy, yKa3aHHBIC MECTHBIMM OpraHaMH BJIaCTH, HO HE BMECTE ¢ OBITOBHIMH OTXOAaMH.
6. TEXHUYECKHWE XAPAKTEPUCTHKH
6.1 KoHTeiiHep COCTOMT W3 KOpITyca KOHTelHepa, HABHHYHBAIOIIEHCA KPBIIKK M JIOXKKH (MPH HATMYMH) WK
KOpIlyca M HaBHHYMBAIOLIeMcs KpBIIKM ¢ Jep:kateneM. Koprmyc KoHTeHHepa M3rOTaBIMBAETCA W3
HEOKpPAIIEHHOTO MOJTHIPONIIeHa; KPBIIKA, KPBIIIKa C JIepyKaTe/ieM - U3 HEOKpPaIlleHHOr0 MM OKpaLIeHHOro
TMOJIUITHIIEHA WITH MOJIUTTPOMHJICHA; JIOYKKA - W3 OKPALIEHHOTO TMOJTHITPOTTHIIEHA.
6.2 KoHTeiHEp BBIMYCKAETCS B PAIMYHBIX MCIOJIHEHHUSAX: C MPSAMBIM JHOM MM KOHMYECKHM IHOM C 100KO#
YCTOHYHMBOCTH, C HAaBHHYMBAIOIIEHCA KPBILIKOH WM HaBHHYHBAIOLLEHCA KPBIMIKOH ¢ AepaKaresieM, ¢ JIOKKOH
WiH 0e3 Hee, BMEeCTHMOCTRIO OT 25 My a0 250 M.
6.3 IToBepxHOCTh KOHTeHHepa W AeTanell Qo/bkHa OBITH YHMCTOH, IajKoil, 6e3 my3slped, HEONIHMBOB, OCTPHIX
KPOMOK, CKBO3HBIX OTBEPCTHI, TPEILUH, paKOBHH U CKOJIOB. Ha rmoBepXHOCTH AeTanel H3Jennii [0MyCKatoTCs:

- IETKHE Pa3BOJIBI M BOJIHHCTOCTE;
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- LApAMAEL, He YXYILAIOWHE TOBAPHEIH BHJI H3EIIHH;
- VTSLKHHEL
- 005108 o AMHKY pazbeMa npecc-GopMbt BricOTOH He Sonee 0,2 MM;
- HHOPOJHEIC TOYCHHBIC BRIIOYCHHS Ha Hapyxuol mosepxsocTH pasMmepom 20 0.5 MM, Ho e Oonee S-tH
HITYK;
- c/eAp! OT TOAKAaTels B BMAE BOAJMH M BRICTYIIOR BBICOTOH He Donee 0,1 MM, MIH JHTHHKA BEICOTOH HE
Gonee 0,5 MM;
- CPBIBEI 110 pe3nde, He BIIIOLINE Ha (PYHKUMOHATBHOCTE W3S,
6.4 Texuudeckue XapaKTepHCTHKU KoHTeHHepa npueeneHsl B Tabmune 1. Cxemarmaeckoe H300paKeHHE
konreiinepa npnueeneHo s [Ipuaoxenun 1.
6.5 Ha 60KORO# HOBEPXHOCTH KOPITyca KOHTeHHEepa JODKHO OBITH OKHO C INEpOXoBaToH NOBEPXHOCTHIO I
HAHECEHHA 3afHCH ¥ FPagyHpOBKa.
6.6 Ha oo xopryca xoHteliHepa WM Ha KPIMIKY KoHTeHHEpa HAHOCHT MAapKHPOBKY, COIEP/KALIYI0 HOMEpP
THe37a.
7. HOPAAOK PABOTHL C H3JEJTHEM
7.1 Hopsapgox paGoTst ¢ H3/leNHeM B HHAMBHIYATIRHON / IPYIIFIOBOH YIIAKOBKE:
- Mzeneus xoHTeHHep W3 HHAMBHIYANbHON/ IPYIHOBOH YIIAKOBKH,
- OTKpBITH KPBILKY KOHTEHHEPa;
- Ilomectuts OHoMaTepHan B KOHTeHHED;
- ITOTHO 3aKPBITH KPBIHKY.
7.2 Topanok paGoTEl ¢ H3AeHEM, TOCTABIASMEIM B cOOpe/ U3/IRNHEM ¢ KPBIIKOH ¢ AepiKaTeieM:
~ M3Bieds KOHTEHHED M3 TPAHCIIOPTHOH YHAKOBKH;
- OTKPHITE KPRIKY / KPHIIUKY C JepKaTeNleM KoHTeliHepa;
- lHomectuts GuioMatepuan B KOHTeiHED;
- T110THO 3aKpBITH KPHIIKY/ KPHIIIKY C IEpiKaTeeM.
7.3 TTopanox paboTs! ¢ U3EIHEM, TOCTABIAESMBIM B Pa3AeIbHOH KOMIUIEKTALIHH!
- MisBneds netany KoHTelfHepa U3 TPAHCIIOPTHOH YIIaKOBKY;
- [TomecTurs GHOMaTepUal B KOPIyC KOHTeHHepa;
- IIMOTHO 3aKPRITE KPRIUKY.
8. KOMILIEKTHOCTB
3.1 B KoMIIeKT [I0CTaBKY KOHTEHHEPOB B HANUBHAYANLHOMN MK IPYIIHOBOH YIIAKOBKE HOILKHO BXOHTE!
- KOHTEHHED ONHOTO MCTIONHEHHA B HHAMBHAYAEHOH HITH IPYIHIOBOH YIIAKOBKE
- HHCTPYKIUA 10 TipuMeHeo™ - 1 wT.
- TPaHCIIOPTHAA YITaKOBKA - | 1T,
* VIHCTpYXITAS N0 NPMMEHSHHUIO B COKPALNCHIOM BEIC ITOCTABINEICH B KOMIUIEKIS C CONPOBOXUTEIILHON
goxyMmeHTanued. Jlonyckaercs HAHOCHTE MHCTPYKIMIO IO ITIPHMEHEHHMIO B COKPaHICHHOM BHJE Ha
HHIUBHIYATIBHYIO MM TPYINOBYIO YIaKOBKY. [T0THEIH TEKCT HHCTPYKIMHE [0 NPHMEHECHHUIO pasMelnes Ha
caiite www.perint.ru.
8.2 B KOMIINEKT NMOCTABKH KOHTEHHEPOB 03 BHAMBHAYANBHOHN HIIM TPYNIoBol YTIAKOBKH JOIDKHO BXOIHMTE:
- KOHTeHHep O/THOTO HCIOTHEHHA
- MHCTPYKUHA 10 NpPHMeHeHHo* - | mT.
- TPAHCHIOpPTHAS YVIIAKOBKA - | HIT.
* VHCTpYKUMA MO HPHMEHEHMIO B COKDAMEHHOM BHAE [IOCTARIIETCA B KOMILIEKTE ¢ CONPOBOIHTEILHON
AoxyMmeHTanueH. TToaasli TeKCT MHCTPYKUHHM IO IPUMEHEHHIO pasMeDieH Ha calite www.perint.ru.

8.3 Konrelinep IOCTaBIgI0T B KOMIUIEKTE C KPBIIUKOH M JIOXKOH (NpH HATHYHMH)/ KPBIIIKOH ¢ AepKaTeneM
(mpu HamuuHn). JomyckaeTes 0CTABKa KOHTSHHEPOB B pa3fielbHOH KOMINEKTallMM U TIOCTABKa OTHENbHEIX
Jeraned KOHTelHepa [uid JOVKOMITIEKTALMH Wi 3aMEHEL

9. YCJIOBHS TPAHCTIOPTHPOBAHM A ¥ XPAHEHW S
9.1 KouTeitHeps! TpaHCTIOPTHPYIOT OpH TeMnepatype 0T Munyc 25°C 1o wnoc 40°C ¥ OTHOCHTENLHOM BIaKHO-
cTH Bo3AYyxa o1 20% no 100% BcemMu BHOaMH TpaHCIIOPTa B HHCTHIX CYXHX KPBITRIX TPAHCHIOPTHRIX CPENCTRBAX B
COOTBETCTBHH C NPaBUIaMH [ICPEBO3KH FPY308B, ACHCTBYIOMIMI Ha KKIOM BHIE TPaHCIIOPTA.
9.2 XpanaT KOHTCHHCPLI B TPAHCUOPTHOH YNAKORKE B 22KPHITOM I[TOMELICHHH, HCKTIOURIONEM TONAAaHNe
TIPAMBIX CONHEYHbIX Tyuel, Ha pacCTOSHMM He MeHee 1 M OT HarpeBale/bHEIX TNPHOOPOB NPH TEMIEPATYpPE OT
munye 15°C o oo 35°C ¢ oTHOCHTENEHON BIGKHOCTERIO BO3YXa 40% - 80%.
9.3 Tlociie TPaHCIIOPTHPOBAHHS B YCIOBHSX OTPHIATENBHEIX TEMICPATYDP KOHTCHHEPE! HODKIE! GhITh BhICpKa:
HEBI B TPAHCTIOPTHOH YHaKOBKE B HOPMATBHEIX KIMMaTHUecK s yenopesx no FOCT 15150 He menee 12 .
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Tabnuma 1 — Texaugeckne XapakTepHCTHKH KOHTCHHEpa

O0o3Ha9eHEe HCTIOAREH AN

Buemnait sun/

Bovunaasuas

H (BpIcOTA €

D (xmamerp no

KOHTeiHepa KOMILJICKTATIAS BMECTAMGCTH, MJI | KPBIDIKOH), MM | KpbiHIKe), MM
KO1HITI-25 ¢ npozpayHoil/ Konprseckoe 1u0/ ¢
KPAacHOI KopHaHeBol/ Genoiy | HABHHIHBAIOMCHCH 25£10% 92.0£10% 31,0=10%
TonyGoit Kpprmkoit KPBITKOK
KOIHIII2S ¢ nomkoli | \OHHHECkoe Ao/ ¢
Ipo3pavHoi/ KpacHoH/ ToKKOi Ges o . .
KOpHUHEROM/ GerToM/ roryGoi OTpaHHYHTCHS H 25+10% 92,0+10% 31,0+10%
e —— HasHHYHBarOIIeHCS
P KPBIKOH
y Hpsmoe aHo/ ¢
EZZIHHO WH I;?};;}f";ﬁz; W o apusamsaometicn 30+10% 39,5+10% 54,0+10%
P P KPBIIIKOH
KOORUIIIL-30 ¢ nowacofi | LLPIMOC JHO/ ¢ Oiccoif ©
npospasHell/ kpacnoil/ Genoi OTPARMAMTONCM H 30+10% 39,5+10% 54,0+£10%
- HABMHYHBAIOIIEHC
P KDBIIROH
HIHI . {Ipsimoe gxoO/ ©
Eagﬁoﬁ y éiigﬁngogﬁﬁgw HABHHIMBAEMO 60+10% 62,0+10% 54,0+10%
P P KPBITIKOH
KOOHJTTTE-60 ¢ mokkoit i Tipamoe o/ ¢ noxKoM ©
npo3padHol/ KpacHoH/ Oenoit OTPaRHEHTCIICM 1 60=10% 62,0+10% 54,0+£10%
KpEIOM HABMHYMBAKOLIEHCS
KPBIIKOH
HIIIT ., | Hpsamoe fno/ ¢
gce)xgnoﬁ / éigg; :p;;p:::;ow HaBHHYHBalOWeHCH 100+10% 73,0+10% 62,0=10%
P P KDBIIIKOMH
HITIT " Mpsmoe aroO/ ©
Irf?;?m}{oﬁ o - 132{:;:;?2?“ HaBHHYMBAIOmeHc 100=10% 73,0+£10% 62,0+10%
P ep KPBILKOH ¢ AepiareneM
HITH ., | Ilpamoe mro/ ¢
IK{O&(;HO - éiig ; :p;i?z:?)w HABMHYHBAIOEHC s 120+10% 73,5£10% 62,0£10%
P P KPBIIIKOH
HITIIL Tpamoe guO/ ©
§OL(I)ILLIK oif ¢ -;j %iiitﬁﬁ HaBHMHEIMBAIOmSHca 12010% 73,5%£10% 62,0=10%
P P KPBILIKOH ¢ IgpxKaTeeM
HITIT .., | Ilpamoe qHo/ ¢
f{{?l?}HOﬁf éleiig ;Ip:;f;:;ow HapHH4YHBaKOUlelicA 125£10% 74,0£10% 62,0£10%
P P KpPBIILIKOH
HITTIT . Tpamoe aro/ ¢
E?:SHIKO?I c i 1353{2:;};::4 HaRHHYHBAIOMIEHCA 1254:10% 74,0+10% 62,0:10%
P AeP KPBILIKOH ¢ AePIKATEINEM
.., | Hpsamoe gHo/ ©
ROOHITL 159 ¢ MD0spasmoll | yapmmanpmomerion 150£10% 86,0+10% 62,0+:10%
P P KPBILTKOH
HIOI .. Tpstmoe w0/ ¢
IK{(;?:HO i/ ézegg; :P;ﬁ;:;ow HaBHHYHBAIOWIEHCS 200£10% 100,0£10% 62,0£10%
P P KPBINKOH
HITIII " TIpsamoe gro! ¢
5221{0 i/ t%zeigig Ii{lp;gz;gow HaBMHYHBAROMeHC 250+£10% 114,54:10% 62,0£10%
P P KPBIIKOH
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10. TAPAHTHH NPOU3BOJAUTE A

10.1 MzroToBHTENs rapaHTHPYET COOTRETCTBHE KOHTeHHepor Tpeboparum TV 22.22.14-015-54287340-2020 mpu
cobmoperiy  niorpeduresfeM YCIOBMH XpaHeHHs M TPAaHCIOPTHPOBAHMA, YKA3aHHH IO  3KCIUTYaTAIHH,
yeraHoBeHHBIX 1Y 22.22.14-015-54287340-2020.

10.2 VapasTiHseIH CpOK FOXHOCTH KOHTSHHEPOB - 3 T0Ia C AaThl H3TOTORMCHHA.

10.3 INaparTaiHeii cpoK XpaHeHHA KOHTeHHepOR — 3 TO/Aa C JIaTsl HATOTORICHHMA.

10.4 Tipn ofnapyxeHuHM CIEIOB HECAHKIMOHHPOBAHHOTO BCKDPHITHS ¥ HATMMYS MEXaHHISCKIX MTOBPE/KICHI HEF
IUBHIYaNbHON WM IPYIIOBOH YIIAKOBKM H TPAHCHOPTHOH YIIAKOBKH, H3TOTOBHTENL CHUMaET ¢ cels OTBETCTReH
HOCTB I10 FapaHTHHHBIM 00A3aTenscTRaM, yeTaHoRAeHHEM TY 22.22.14-015-54287340-2020.

11. TPOU3BOIUTE.IL

3axpriToe akuponeproe obmecrso «leprury» (3A0 «IlepyaT»)

anpec: 192102, Poccus, r. Cankr-Ilerepbypr, yir. ®yanxa, 12, kopr. 2

ten: 8 812 490 1881, daxc: 8 812 490 1882

www.perint.ru e-mail: perint@perint.ru

12. CHMBOJIBI HA YIIAKOBKE MEJUIHHCKOI' O H3AEJHAA
3ariper Ha HOBTOPHOE HCHIONB30BaHHE

He wenonssosars TIp¥ HOBPSHKICHEH YIIAKOBKH

@

Memmpmcekoe u3geme A7g AUArHOCTHEH in Vitro

HECTEPHIIEHO

&

13. Xlepeuens npuMensieMbIX HPOH3BOANTEREM (H3TOTOBHTEEM) MEHIHHCKONC H3TC TN HANHOHAILHBIX
CTaHAAPTOB:

FOCT 207906-93/T0OCT P 50444-92 «ITpubopet, anmapars! ¥ ofopyoranue MemuipHckue. OOIHe TEXHHIS
cxue yenosuay, TOCT P EH 14254-2010 «(Msgenms MeIpqiHCKYe IS ARArHOCTHEY in vitro. OaH0pazoBele
eMKOCTH juid cOopa 00pasiios y 4enosexa (kpome xporm)», [TOCT P MICO 15223-1-2014 «¥anenma memins
Hekue. CHMBOAEL, IpHMEHACMBIC PH MAPKHPORARMA HA MENUIMHCKMX W3NENMAX, STHKETKEX M B COMpPOBOIH
TeNBHOH AokymeHTaimH. Hacte 1. OcHopaele Tpebosarmisty, [OCT P 52770-2016 «H3nenus MempmcKue.
Tpebopaaua GesonacHocT. MeTomp! CaHUTAPHO-XMMHYECKHX M TOKCHKONOrHYeCKHX Hemsiranuiiy, NTOCT 1SO
10993-1-2011. «Manemis mMegmpnckae. OueHka OHOAOrHYecKoro AeHcTansa MequMEcKkux w3menui. Yacrs 1.
Ouenka 1 wccneposanusay, [OCT P HCO 10993-2-2009. «Mamenus memuipncine. OueHka OHOTOTHYSCKOroO
AeHCTBIY MeAMIMHCIMX H3aemui. Yacts 2. TpeGorawmmsa k ofpamermo ¢ xusoTHEIMEY, TOCT ISO 10993-10-
2011 «Mzneans MemppHckpe, OueHka GHOMOMHYECKOTO ASHCTBI MeRRIMHCkux wanemit, Yacrs 10. Heenteno
BaHA pasdpaKaroumero H cercuOumusHpytomero aekicreaa», I'OCT ISO 10993-12-2015 «M3nemus MeTair
Hekie. OueHka Ouonorvueckoro JeHeTRMs MemmmMHCKMX M3genuit. Yacte 12, Ilpwrortorncrue npob u
KOHTPONBHEIE 0bpasikiy, MY 1.1.037-95 «Meromuueckue ykazangus. 1.1. O6mue sompock!. ['irieHa, TOKCHKE
JOTHs, CaHMTapHsl. bHoTecTHpOBaHME MPOAYKIMH U3 TIOMUMEPHBIX M APYIHX MATEPHAIIOB).

[Npunoxerue 1
Cxemarrieckoe H300paxkenye xonTelinepa
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Konretinep ¢ KOHWIECKIM JHOM KouTefinep ¢ TpsMBIM FHOM Konreiisep ¢ 1psMbiM IHOM
¥ HaBMHYHBAIOIecs KPBIEIKOH M HaBHHUHMBAIOMIGHCH KpRIEKOH ¥ HaBEHIHBAIOIEGHCS KPEIHKOH ¢ AepwaTeseM
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